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Regulamento n.2 1200/2023

Ordem dos Enfermeiros

Cria o Regulamento da Competéncia Acrescida Diferenciada e Avancada em Enfermagem
em Viabilidade Tecidular e Feridas e estabelece o respetivo regime de atribuicdo

Despacho n.2 11267/2023

Saude - Gabinete do Secretario de Estado da Saude

Determina a prorrogacgao do prazo de vigéncia dos contratos a que se referem osn.os 1, 2
e 3 do artigo 16.2 do Decreto-Lei n.2 139/2013, de 9 de outubro, que estabelece o regime
juridico das convengdes que tenham por objeto a realizagdo de prestagdes de cuidados de
salde aos utentes do Servigo Nacional de Saude (SNS)

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizagdo de introducdao no mercado de medicamentos genéricos

Deliberacdo de 27.10.2023 do Conselho Diretivo do Infarmed - Orientacdes — Portaria n.2
235/2023, de 27 de julho

Deliberacao 78/CD/2023 de 02/11/2023 | Inclusao da substancia ativa Upadacitinib no
regime excecional de comparticipagdo para o tratamento de doentes com doenca de
Crohn ou colite ulcerosa previsto na Portaria n.2 351/2017 de 15 de novembro, na sua atual
redagao

Relatério N.2 5 da Vacinacdo Sazonal 2023/2024

Newsletter DGS n.2 237 de 2023-11-09

Lista de Entrada em Vigor_Tranversais_08.11.2023

Lista de Entrada em Vigor_Saude 06.11.2023

NEW - 7-8 November 2023 CMDh agenda

6 a 10 de novembro de 2023


https://diariodarepublica.pt/dr/detalhe/regulamento/1200-2023-224017628
https://diariodarepublica.pt/dr/detalhe/despacho/11267-2023-223826104
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DAY4HNqGG%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9512414&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DAY4HNqGG%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9512221&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.dgs.pt/em-destaque/relatorio-n-5-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_11_CMDh_agenda.pdf.pdf
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EMA

. Human Regulatory

Guidance on good manufacturing practice and good distribution practice: Questions and
answers (updated)

Nitrosamine impurities (updated)

Appendix 3 : Enhanced Ames Test Conditions for N-nitrosamines

Scientific guideline: Questions and answers on data requirements when replacing
hydrofluorocarbons as propellants in oral pressurised metered dose inhalers (updated)

First electronic product information (ePl) published for selected human medicines

Public health threats (updated)

Certification of medicinal products (updated)

EMA encourages companies to submit type | variations for 2023 in November 2023

PRIME: priority medicines (updated)

Template or form: Template for scientific document (part B-F) (updated)

o Veterinary Regulatory

Union Product Database (updated)

Scientific guideline: Draft guideline on VICH GLE0O Good manufacturing practice for active
ingredients used in veterinary medicinal products

Regulatory and procedural guideline: EU Implementation Guide (IG) on veterinary
medicines product data - Chapter 2: Format for the electronic submission of veterinary
medicinal product information (updated)

. Clinical Trials

FAQs: How to create, submit and withdraw a Clinical Trial Application - CTIS Training
Programme - Module 10 (updated)

Clinical Trial Information System (CTIS) - Sponsor handbook (updated)

Quick guide: Clinical Study Reports submission - CTIS Training Programme - Module

13 (updated

Scientific guideline: Concept paper on the development of an addendum to the Guideline
on clinical development of vaccines on clinical trials for vaccines for immunocompromised
individuals

. Committees

CVMP: Agendas, minutes and reports (updated)

COMP: Agendas, minutes and meeting reports (updated)

. Corporate

Notification on arrangements for requesting EMA certificates through urgent and
standard procedure for December 2023 (updated)

6 a 10 de novembro de 2023


https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures/nitrosamine-impurities
https://www.ema.europa.eu/documents/other/appendix-3-enhanced-ames-test-conditions-n-nitrosamines_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-data-requirements-when-replacing-hydrofluorocarbons-propellants-oral-pressurised_en.pdf
https://www.ema.europa.eu/en/news/first-electronic-product-information-epis-published-selected-human-medicines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/certification-medicinal-products
https://www.ema.europa.eu/en/news/ema-encourages-companies-submit-type-i-variations-2023-november-2023
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
https://www.ema.europa.eu/documents/template-form/template-scientific-document-part-b-f_.docx
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-vich-gl60-good-manufacturing-practice-active-ingredients-used-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission_.pdf
https://www.ema.europa.eu/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-clinical-study-reports-submission-ctis-training-programme-module-13_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-development-addendum-guideline-clinical-development-vaccines-clinical-trials-vaccines_en.pdf
https://www.ema.europa.eu/en/committees/cvmp/cvmp-agendas-minutes-reports
https://www.ema.europa.eu/en/committees/comp/comp-agendas-minutes-meeting-reports
https://www.ema.europa.eu/documents/other/notification-arrangements-requesting-ema-certificates-through-urgent-standard-procedure-december_en.pdf
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. Events

Minutes: Final Minutes - HMA-EMA joint Big Data Steering Group teleconference

. Other

Call for expressions of interest for patients’ organisations representatives to join
Committee for Orphan Medicinal Products (COMP)

Call for expression of interest for independent scientific experts to participate in the work
of EMA's Safety Committee

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 25 October
2023

Updated document - Notified Bodies Survey on certifications and applications
(MDR/IVDR) (Survey results with data status 30 June 2023)

Call for expression of interest for experts - European Commission Initiative on Cervical
Cancer

The factsheet "The SCCS Guidance on the safety assessment of nanomaterials in
cosmetics gets second update” is now published

The factsheet "The SCCS Notes of Guidance for the Testing of Cosmetic Ingredients and
their Safety Evaluation - 12th Revision" is now published

SCCS - Final Opinion on Water-soluble zinc salts used in oral hygiene products -
Submission |l

6 a 10 de novembro de 2023


https://www.ema.europa.eu/documents/minutes/final-minutes-hma-ema-joint-big-data-steering-group-teleconference_.pdf
https://www.ema.europa.eu/en/news/call-expressions-interest-patients-organisations-representatives-join-committee-orphan-medicinal
https://www.ema.europa.eu/en/news/call-expression-interest-independent-scientific-experts-participate-work-emas-safety-committee
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-25-october-2023-2023-11-09_en
https://health.ec.europa.eu/latest-updates/updated-document-notified-bodies-survey-certifications-and-applications-mdrivdr-survey-results-data-2023-11-09_en
https://healthcare-quality.jrc.ec.europa.eu/en/ec-cvc
https://health.ec.europa.eu/latest-updates/factsheet-sccs-guidance-safety-assessment-nanomaterials-cosmetics-gets-second-update-now-published-2023-11-08_en
https://health.ec.europa.eu/latest-updates/factsheet-sccs-notes-guidance-testing-cosmetic-ingredients-and-their-safety-evaluation-12th-revision-2023-11-08_en
https://health.ec.europa.eu/latest-updates/sccs-final-opinion-water-soluble-zinc-salts-used-oral-hygiene-products-submission-ii-2023-11-06_en

ontactos

saude@vda.pt

Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



